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DETAILED ACTION 

Response to Amendment 

1 . The response filed on 1 1/7/08 has been entered. 

2. Applicant's arguments filed ON 1 1/7/08 have been fully considered but they are 
not deemed to be persuasive. 

3. The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

4. Claims 1-4 are pending in this office action. Claims 5-14 are cancelled. 

5. Claims 1-3 stand rejected under 35 U.S.C. 102(b) as being anticipated by 
Ogletree US 6,509,348 as evidence by Ekelund et al. (2001) for the reasons made of 
record in Paper No. 20080808 and as follows. 

Applicant argues that Ogletree is mischaracterized because Ogletree specifically 
teaches the combination of an ADP receptor antagonist and a thromboxane A2 receptor 
antagonist optionally in combination with aspirin. Applicant argues that Ogletree does 
not teach the use of an ADP platelet aggregator without a thromboxane A2 receptor 
antagonist. 
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In response , the amendment "consisting essentially of to the claims does not 
change the rejection, because "consisting essentially" is still open claim language, and 
because all that is required in the claims is to administer a compound and then perform 
a percutaneous coronary intervention procedure in "any order". 

Ogletree specifically disclosed CS-747 (i.e ) for the 

treatment of cardiovascular ischemic, myocardial infarction (known as acute coronary 
syndrome) after percutaneous coronary intervention (see col. 3, lines 53-65 and col. 4, 
lines 39-42). Ogletree also discloses aspirin maybe used with the claimed compound, 
(see col. 31, lines 31-37 as required by instant claims 2 and 3). 

6. Claims 1-4 stand rejected under 35 U.S.C. 103(a) as being unpatentable over 
Asai et al., (EP1 35051 1 , translated version of WO 02/051412) in view of Mehta et al. 
(2001 ) for the reasons made of record in Paper No. 20080808 and as follows. 

Applicant argues that the instant claims are unobvious due to the unexpectedly 
superior results obtained with the compound of formula I in conjunction with PCI in the 
TIM I TRITON-38 study. That the TIM I TRITON-38 study compared prasugrel versus 
clopidogrel (the compound in the Mehta and Smith references) in a study of 13,608 
patients with acute coronary syndromes undergoing PCI. Wiviott et al. (In, Prasugrel 
versus Clopidogrel in Patients with Acute Coronary Syndromes, N. England J. Med. 
357(20) 2001 (2007)) concluded that "[l]n patients with acute coronary syndromes with 
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scheduled percutaneous coronary intervention, prasugrel therapy was associated with 
significantly reduced rates of ischemic events, including stent thrombosis, but with an 
increased risk of major bleeding, including fatal bleeding" (emphasis added). Applicant 
also argues that the primary efficacy end point occurred in 12.1% of patients receiving 
clopidogrel and 9% of patient receiving prasugrel (hazard ratio for prasugrel vs. 
clopidogrel, 0.81 ; 95%). Applicant also asserts that Asai provides a list of diseases for 
which the compound of the present invention was deemed useful. 

In response . Applicant relies heavily on Wiviott et al stating that prasugrel vs. 
clopidogrel were compared in patients with acute coronary syndrome and concluded 
that the therapy was associated with significantly reduced rates of ischemic . Thus the 
argument of showing unexpected results is not unexpected as it is known that the 
combination reduces ischemic effect. As to the argument that it causes increased risk 
of major bleeding, this has no effect on the claims because risk factors are not recited in 
the claim. It is further well known in the art of treating a condition that side effects play a 
role in the treatment. Nonetheless, the claims do not recite that any combination must 
not have any side effects upon treatment. 

Note Applicant has not provided the Wiviott et al., in Prasugrel versus 
Clopidogrel in Patients with Acute Coronary Syndromes, N. England J. Med. 357(20) 
2001 (2007) for the Examiner's consideration. Again, the instant claims recite a method 
of treating acute coronary syndrome by administering compounds of formula I and 
performing a percurtaneous coronary intervention (for claim 1) and/or in combination 
with aspirin (instant claim 3). 
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Careful consideration has been given to the remarks and the unexpected result 
but they are not persuasive for the above reasons. The rejection is maintained as in the 
last office action dated 12/14/07. 

7. No claim is allowed. 

8. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 

§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to SHIRLEY V. GEMBEH whose telephone number is 
(571)272-8504. The examiner can normally be reached on 8:30 -5:00, Monday- Friday. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, MICHAEL HARTLEY can be reached on 571-272-0616. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



IS. V. G./ /Robert C. Hayes/ 

Examiner, Art Unit 1618 Primary Examiner, Art Unit 1649 

1/26/08 



